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§1.225

product is a device,
model number;

(iv) The consignee’s
dress; and

(v) The date on which the product
was exported and the quantity of prod-
uct exported.

(2) These records shall be kept at the
site from which the products were ex-
ported or manufactured, and be main-
tained for the same period of time as
required for records subject to good
manufacturing practice or quality sys-
tems regulations applicable to the
product. The records shall be made
available to FDA, upon request, during
an inspection for review and copying
by FDA.

[66 FR 65447, Dec. 19, 2001, as amended at 69
FR 48774, Aug. 11, 2004; 70 FR 14980, Mar. 24,
2005; 74 FR 13112, Mar. 26, 2009; 75 FR 20914,
Apr. 22, 2010; 77 FR 5176, Feb. 2, 2012; 80 FR
18090, Apr. 3, 2015; 85 FR 50782, Aug. 18, 2020]

the product’s

name and ad-

Subparts F-G [Reserved]

Subpart H—Registration of Food
Facilities

SOURCE: 68 FR 58960, Oct. 10, 2003, unless
otherwise noted.

GENERAL PROVISIONS

§1.225 Who must register under this
subpart?

(a) You must register your facility
under this subpart if you are the
owner, operator, or agent in charge of
either a domestic or foreign facility, as
defined in this subpart, and your facil-
ity is engaged in the manufacturing/
processing, packing, or holding of food
for consumption in the United States,
unless your facility qualifies for one of
the exemptions in §1.226.

(b) If you are an owner, operator, or
agent in charge of a domestic facility,
you must register your facility wheth-
er or not the food from the facility en-
ters interstate commerce.

(c) If you are the owner, operator, or
agent in charge of a facility, you may
authorize an individual to register
your facility on your behalf.
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§1.226 Who does not have to register
under this subpart?

This subpart does not apply to the
following facilities:

(a) A foreign facility, if food from
such facility undergoes further manu-
facturing/processing (including pack-
aging) by another facility outside the
United States. A facility is not exempt
under this provision if the further man-
ufacturing/processing (including pack-
aging) conducted by the subsequent fa-
cility consists of adding labeling or any
similar activity of a de minimis nature;

(b) Farms;

(c) Retail food establishments;

(d) Restaurants;

(e) Nonprofit food establishments in
which food is prepared for, or served di-
rectly to, the consumer;

(f) Fishing vessels, including those
that not only harvest and transport
fish but also engage in practices such
as heading, eviscerating, or freezing in-
tended solely to prepare fish for hold-
ing on board a harvest vessel. However,
those fishing vessels otherwise engaged
in processing fish are subject to this
subpart. For the purposes of this sec-
tion, ‘‘processing’” means handling,
storing, preparing, shucking, changing
into different market forms, manufac-
turing, preserving, packing, labeling,
dockside unloading, holding, or head-
ing, eviscerating, or freezing other
than solely to prepare fish for holding
on board a harvest vessel;

(g) Facilities that are regulated ex-
clusively, throughout the entire facil-
ity, by the U.S. Department of Agri-
culture under the Federal Meat Inspec-
tion Act (21 U.S.C. 601 et seq.), the Poul-
try Products Inspection Act (21 U.S.C.
451 et seq.), or the Egg Products Inspec-
tion Act (21 U.S.C. 1031 et seq.);

§1.227 What definitions apply to this
subpart?

The definitions of terms in section
201 of the Federal Food, Drug, and Cos-
metic Act apply to such terms when
used in this subpart. In addition, for
the purposes of this subpart:

Calendar day means every day shown
on the calendar.

Facility means any establishment,
structure, or structures under one own-
ership at one general physical location,
or, in the case of a mobile facility,
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traveling to multiple locations, that
manufactures/processes, packs, or
holds food for consumption in the
United States. Transport vehicles are
not facilities if they hold food only in
the usual course of business as carriers.
A facility may consist of one or more
contiguous structures, and a single
building may house more than one dis-
tinct facility if the facilities are under
separate ownership. The private resi-
dence of an individual is not a facility.
Nonbottled water drinking water col-
lection and distribution establishments
and their structures are not facilities.

(1) Domestic facility means any facil-
ity located in any State or Territory of
the United States, the District of Co-
lumbia, or the Commonwealth of Puer-
to Rico that manufactures/processes,
packs, or holds food for consumption in
the United States.

(2) Foreign facility means a facility
other than a domestic facility that
manufactures/processes, packs, or
holds food for consumption in the
United States.

Farm means:

(1) Primary production farm. A pri-
mary production farm is an operation
under one management in one general
(but not necessarily contiguous) phys-
ical location devoted to the growing of
crops, the harvesting of crops, the rais-
ing of animals (including seafood), or
any combination of these activities.
The term ‘‘farm’ includes operations
that, in addition to these activities:

(i) Pack or hold raw agricultural
commodities;

(ii) Pack or hold processed food, pro-
vided that all processed food used in
such activities is either consumed on
that farm or another farm under the
same management, or is processed food
identified in paragraph (1)(iii)(B)(I) of
this definition; and

(iii) Manufacture/process food, pro-
vided that:

(A) All food used in such activities is
consumed on that farm or another
farm under the same management; or

(B) Any manufacturing/processing of
food that is not consumed on that farm
or another farm under the same man-
agement consists only of:

(I) Drying/dehydrating raw agricul-
tural commodities to create a distinct
commodity (such as drying/dehy-
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drating grapes to produce raisins), and
packaging and labeling such commod-
ities, without additional manufac-
turing/processing (an example of addi-
tional manufacturing/processing is
slicing);

(2) Treatment to manipulate the rip-
ening of raw agricultural commodities
(such as by treating produce with
ethylene gas), and packaging and label-
ing treated raw agricultural commod-
ities, without additional manufac-
turing/processing; and

(3) Packaging and labeling raw agri-
cultural commodities, when these ac-
tivities do not involve additional man-
ufacturing/processing (an example of
additional manufacturing/processing is
irradiation); or

(2) Secondary activities farm. A sec-
ondary activities farm is an operation,
not located on a primary production
farm, devoted to harvesting (such as
hulling or shelling), packing, and/or
holding of raw agricultural commod-
ities, provided that the primary pro-
duction farm(s) that grows, harvests,
and/or raises the majority of the raw
agricultural commodities harvested,
packed, and/or held by the secondary
activities farm owns, or jointly owns, a
majority interest in the secondary ac-
tivities farm. A secondary activities
farm may also conduct those addi-
tional activities allowed on a primary
production farm as described in para-
graphs (1)(ii) and (iii) of this definition.

Food has the meaning given in sec-
tion 201(f) of the Federal Food, Drug,
and Cosmetic Act:

(1) Except for purposes of this sub-
part, it does not include:

(i) Food contact substances as de-
fined in section 409(h)(6) of the Federal
Food, Drug, and Cosmetic Act; or

(ii) Pesticides as defined in 7 U.S.C.
136(u).

(2) Examples of food include: Fruits,
vegetables, fish, dairy products, eggs,
raw agricultural commodities for use
as food or as components of food, ani-
mal feed (including pet food), food and
feed ingredients, food and feed addi-
tives, dietary supplements and dietary
ingredients, infant formula, beverages
(including alcoholic beverages and bot-
tled water), live food animals, bakery
goods, snack foods, candy, and canned
foods.
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Harvesting applies to farms and farm
mixed-type facilities and means activi-
ties that are traditionally performed
on farms for the purpose of removing
raw agricultural commodities from the
place they were grown or raised and
preparing them for use as food. Har-
vesting is limited to activities per-
formed on raw agricultural commod-
ities, or on processed foods created by
drying/dehydrating a raw agricultural
commodity without additional manu-
facturing/processing, on a farm. Har-
vesting does not include activities that
transform a raw agricultural com-
modity into a processed food as defined
in section 201(gg) of the Federal Food,
Drug, and Cosmetic Act. Examples of
harvesting include cutting (or other-
wise separating) the edible portion of
the raw agricultural commodity from
the crop plant and removing or trim-
ming part of the raw agricultural com-
modity (e.g., foliage, husks, roots or
stems). Examples of harvesting also in-
clude cooling, field coring, filtering,
gathering, hulling, shelling, sifting,
threshing, trimming of outer leaves of,
and washing raw agricultural commod-
ities grown on a farm.

Holding means storage of food and
also includes activities performed inci-
dental to storage of a food (e.g., activi-
ties performed for the safe or effective
storage of that food, such as fumigat-
ing food during storage, and drying/de-
hydrating raw agricultural commod-
ities when the drying/dehydrating does
not create a distinct commodity (such
as drying/dehydrating hay or alfalfa)).
Holding also includes activities per-
formed as a practical necessity for the
distribution of that food (such as
blending of the same raw agricultural
commodity and breaking down pallets),
but does not include activities that
transform a raw agricultural com-
modity into a processed food as defined
in section 201(gg) of the Federal Food,
Drug, and Cosmetic Act. Holding facili-
ties could include warehouses, cold
storage facilities, storage silos, grain
elevators, and liquid storage tanks.

Manufacturing/processing means mak-
ing food from one or more ingredients,
or synthesizing, preparing, treating,
modifying or manipulating food, in-
cluding food crops or ingredients. Ex-
amples of manufacturing/processing ac-
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tivities include: Baking, boiling, bot-
tling, canning, cooking, cooling, cut-
ting, distilling, drying/dehydrating raw
agricultural commodities to create a
distinct commodity (such as drying/de-
hydrating grapes to produce raisins),

evaporating, eviscerating, extracting
juice, formulating, freezing, grinding,
homogenizing, irradiating, labeling,

milling, mixing, packaging (including
modified atmosphere packaging), pas-
teurizing, peeling, rendering, treating
to manipulate ripening, trimming,
washing, or waxing. For farms and
farm mixed-type facilities, manufac-
turing/processing does not include ac-
tivities that are part of harvesting,
packing, or holding.

Mixed-type facility means an estab-
lishment that engages in both activi-
ties that are exempt from registration
under section 415 of the Federal Food,
Drug, and Cosmetic Act and activities
that require the establishment to be
registered. An example of such a facil-
ity is a ‘“‘farm mixed-type facility,”
which is an establishment that is a
farm, but also conducts activities out-
side the farm definition that require
the establishment to be registered.

Nonprofit food establishment means a
charitable entity that prepares or
serves food directly to the consumer or
otherwise provides food or meals for
consumption by humans or animals in
the United States. The term includes
central food banks, soup kitchens, and
nonprofit food delivery services. To be
considered a nonprofit food establish-
ment, the establishment must meet the
terms of section 501(c)(3) of the U.S. In-
ternal Revenue Code (26 U.S.C.
501(c)(3)).

Packaging (when used as a verb)
means placing food into a container
that directly contacts the food and
that the consumer receives.

Packing means placing food into a
container other than packaging the
food and also includes re-packing and
activities performed incidental to
packing or re-packing a food (e.g., ac-
tivities performed for the safe or effec-
tive packing or re-packing of that food
(such as sorting, culling, grading, and
weighing or conveying incidental to
packing or re-packing)), but does not
include activities that transform a raw
agricultural commodity, as defined in
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section 201(r) of the Federal Food,
Drug, and Cosmetic Act, into a proc-
essed food as defined in section 201(gg)
of the Federal Food, Drug, and Cos-
metic Act.

Restaurant means a facility that pre-
pares and sells food directly to con-
sumers for immediate consumption.
“Restaurant” does not include facili-
ties that provide food to interstate
conveyances, central Kkitchens, and
other similar facilities that do not pre-
pare and serve food directly to con-
sumers.

(1) Entities in which food is provided
to humans, such as cafeterias,
lunchrooms, cafes, bistros, fast food es-
tablishments, food stands, saloons, tav-
erns, bars, lounges, catering facilities,
hospital kitchens, day care kitchens,
and nursing home Kkitchens are res-
taurants; and

(2) Pet shelters, kennels, and veteri-
nary facilities in which food is pro-
vided to animals are restaurants.

Retail food establishment means an es-
tablishment that sells food products di-
rectly to consumers as its primary
function. The term ‘‘retail food estab-
lishment’’ includes facilities that man-
ufacture, process, pack, or hold food if
the establishment’s primary function
is to sell from that establishment food,
including food that it manufactures,
processes, packs, or holds, directly to
consumers. A retail food establish-
ment’s primary function is to sell food
directly to consumers if the annual
monetary value of sales of food prod-
ucts directly to consumers exceeds the
annual monetary value of sales of food
products to all other buyers. The term
“‘consumers” does not include busi-
nesses. A ‘‘retail food establishment”
includes grocery stores, convenience
stores, and vending machine locations.
A ‘“‘retail food establishment’ also in-
cludes certain farm-operated busi-
nesses selling food directly to con-
sumers as their primary function.

(1) Sale of food directly to consumers
from an establishment located on a
farm includes sales by that establish-
ment directly to consumers:

(i) At a roadside stand (a stand situ-
ated on the side of or near a road or
thoroughfare at which a farmer sells
food from his or her farm directly to
consumers) or farmers’ market (a loca-
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tion where one or more local farmers
assemble to sell food from their farms
directly to consumers);

(ii) Through a community supported
agriculture program. Community sup-
ported agriculture (CSA) program
means a program under which a farmer
or group of farmers grows food for a
group of shareholders (or subscribers)
who pledge to buy a portion of the
farmer’s crop(s) for that season. This
includes CSA programs in which a
group of farmers consolidate their
crops at a central location for distribu-
tion to shareholders or subscribers; and

(iii) At other such direct-to-consumer
sales platforms, including door-to-door
sales; mail, catalog and Internet order,
including online farmers markets and
online grocery delivery; religious or
other organization bazaars; and State
and local fairs.

(2) Sale of food directly to consumers
by a farm-operated business includes
the sale of food by that farm-operated
business directly to consumers:

(i) At a roadside stand (a stand situ-
ated on the side of or near a road or
thoroughfare at which a farmer sells
food from his or her farm directly to
consumers) or farmers’ market (a loca-
tion where one or more local farmers
assemble to sell food from their farms
directly to consumers);

(ii) Through a community supported
agriculture program. Community sup-
ported agriculture (CSA) program
means a program under which a farmer
or group of farmers grows food for a
group of shareholders (or subscribers)
who pledge to buy a portion of the
farmer’s crop(s) for that season. This
includes CSA programs in which a
group of farmers consolidate their
crops at a central location for distribu-
tion to shareholders or subscribers; and

(iii) At other such direct-to-consumer
sales platforms, including door-to-door
sales; mail, catalog and Internet order,
including online farmers markets and
online grocery delivery; religious or
other organization bazaars; and State
and local fairs.

(3) For the purposes of this defini-
tion, ‘‘farm-operated business’’ means
a business that is managed by one or
more farms and conducts manufac-
turing/processing not on the farmcs).
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Trade name means the name or names
under which the facility conducts busi-
ness, or additional names by which the
facility is known. A trade name is asso-
ciated with a facility, and a brand
name is associated with a product.

U.S. agent means a person (as defined
in section 201(e) of the Federal Food,
Drug, and Cosmetic Act (21 TU.S.C.
321(e))) residing or maintaining a place
of business in the United States whom
a foreign facility designates as its
agent for purposes of this subpart. A
U.S. agent may not be in the form of a
mailbox, answering machine or service,
or other place where an individual act-
ing as the foreign facility’s agent is not
physically present.

(1) The U.S. agent acts as a commu-
nications link between FDA and the
foreign facility for both emergency and
routine communications. The TU.S.
agent will be the person FDA contacts
when an emergency occurs, unless the
registration specifies another emer-
gency contact.

(2) FDA will treat representations by
the U.S. agent as those of the foreign
facility, and will consider information
or documents provided to the TU.S.
agent the equivalent of providing the
information or documents to the for-
eign facility. FDA will consider the
U.S. agent the equivalent of the reg-
istrant for purposes of sharing informa-
tion and communications. The TU.S.
agent of a foreign facility may view the
information submitted in the foreign
facility’s registration.

(3) Having a single U.S. agent for the
purposes of this subpart does not pre-
clude facilities from having multiple
agents (such as foreign suppliers) for
other business purposes. A firm’s com-
mercial business in the United States
need not be conducted through the U.S.
agent designated for purposes of this
subpart.

You or registrant means the owner,
operator, or agent in charge of a facil-
ity that manufactures/processes, packs,
or holds food for consumption in the
United States.

[80 FR 56141, Sept. 17, 2015, as amended at 81
FR 3715, Jan. 22, 2016; 81 FR 45950, July 14,
2016]
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PROCEDURES FOR REGISTRATION OF FOOD
FACILITIES

§1.230 When must you register or
renew your registration?

(a) Registration. You must register be-
fore your facility begins to manufac-
ture, process, pack, or hold food for
consumption in the United States. You
may authorize an individual to register
the facility on your behalf.

(b) Registration renewal. You must
submit a registration renewal con-
taining the information required under
§1.232 every other year, during the pe-
riod beginning on October 1 and ending
on December 31 of each even-numbered
year. You may authorize an individual
to renew a facility’s registration on
your behalf. If the individual submit-
ting the registration renewal is not the
owner, operator, or agent in charge of
the facility, the registration renewal
must also include a statement in which
the individual certifies that the infor-
mation submitted is true and accurate,
certifies that he/she is authorized to
submit the registration renewal, and
identifies by name, address, and tele-
phone number, the individual who au-
thorized submission of the registration
renewal. In addition, the registration
renewal must also identify the indi-
vidual who authorized submission of
the registration renewal by email ad-
dress, unless FDA has granted a waiver
under §1.245. Each registration renewal
must include the name of the indi-
vidual submitting the registration re-
newal, and the individual’s signature
(for the paper option). Each electronic
registration renewal must include the
name of the individual submitting the
renewal.

(c) Abbreviated registration renewal
process. If you do not have any changes
to the information required under
§1.232 since you submitted the pre-
ceding registration, registration re-
newal, or update for your facility, you
may use the abbreviated registration
renewal process. If you use the abbre-
viated registration renewal process,
you must confirm that no changes have
been made to the information required
under §1.232 since you submitted the
preceding registration, registration re-
newal or update, and you must certify
that the information submitted is
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